DEPARTMENT OF HEALTH AND HUMAN SERVICES APPLICATION FOR A VARIANCE Porm Approves OME ho 0510005

e xpralion Dete  Ootober 33, 1991

PUBLIC HEALTH SERVICE FROM 21 CPR1040.11{cIFOR A 58 Page 4 107 DMB Statoment
. FOOD AND DRUG ADMINISTRATION LASER Uﬁgg 3?3:?5 DISPLAY, DOCKET NUMBER

NOTE: Notaser bight show, projecton system, or device may vary from comphante with 21 CFR 1040 11{c) in design or use without the approval of this
apphiation in accordance with 21 CFR 1010 4

INSTRUCTIONS
1 Check all applicable boxes and type or print the 3 mad your a;}n’? aS; ?t the { ranch {HM 305), Food
requested informanon and Drug Ad teatibh, Ros af@z Rm:k wilig, MD 20857
2 Submit an onginal and four (4} copes 4. Enter docket number f aws.agned

b NAME OF COMPANY

Anaphase:design

2 ADDRESS OF COMPANY {include ZiP CODEY{H P.O Box s used, include actual street address also.)

11815 holz dr Indianapolis, IN 46229

3 NAME AND TITLE OF RESPONSIBLE PERSON 4, TELEPHONE NO (Include ares code) 5 DATE OF 3UBMISSION
Benji Ramsey owner/operator | 317-748-9943 6-10-05

& THE A{PPUCANT REQUESTS THE VARIANCE TOBEINEFFECT FOR A PERIOD OF l YEARS FROM THE DATE OF 155UE  (in general,
the Agency will approve a variance for only two years. if a longer perrod is requested, a justification must be attached as part of the appfication.}

7 PRODUCT DESCRIPTION AND USE

a LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW{S) AND PROJECTOR{S)

Big Dipper Seven Stars F-01

b PRODUCT FOR WHICH A VARIANCE IS REQUESTED f PRODUCTISINTENDGED TO BE USED AT ANY ONE LOCATION
{1 adaser display device {71 More than 15 days
{3 A progector for a taser hight show {7 More tran 5 but not more than 14 days
T3 Asaser ight show B Less than 3 days
B Ower (Specify)
g TOURISINTENDED TORUNFOR
t {7 Projectars are intended for sale. lease, or loan to {7 Mose than 6 manths
other taser light show pracucers 1 1 6 months
1 bess than soe month
d PRODUCT IS INTENDED FOR USE IN A Tl Notapoicable (Nota towr)
Cplanetanum or other dome projecion structere § Otner (Speafy) contract basis/clients
MTh 4
E Hotetmotel ballroom or meeting room h PRODUCT UTALIZES THE FOLLOWING LASER EFFECTS
[ Store displays [ Frontstreen projeclions
[} Trade show of convertion L3 Rear scrven projecuions
[ iscotheque or mght club L Holugrapnd daplays
T Pavihon 1 Mulople reflectucniddfracuon effect
TV indaor arena 73 Audierwe scanmung (Ao mcludes scanning any accessible
Tl 0uldoor arena uncontrofied areas)
= Museum 1 Reflections from stationary mireors or murored
= Outdoor unenclosed area sutfaces (Beam Matrices)
B Other (Specify)_mobile laser show ;,:} Stationary vradiation of rotating moror balls, ete
1 Scannsng Jradiation of rotating mirror batls, et
e PRODUCT IS INTENDED TO BE USED T Fiber optic projeclions
71 atoniy one {Fixed) location Fog, smoke, o uther scattering enhancement effecs
7 At a vanety of {Tour} loations, {7 Gther {Specify)
# Other (Speaiy) gt a variety of locations{not a tour)

8 LASER RADMATION LEVELS
LASER MEDIUM (Ar, He-Ne, etc.) WAVE LENGTRHS (nm) PEAK POWER {(watts)
DPSS 532nm, 650nm 80mw, 100mw [ $0mic Tornl

g 1F ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANMING FREQUENCY AND AMPLITUDE

n/a

10 REASON FOR REQUESTING vARIANCE

@ Comphance with the bmts of 23 CFRIGA0 1 1) would restrsct the niended use of the product betause comphance would
it the output ower Lo the extent that the des ed effedcts would not be suffivent'y visibie

{73 Other or addiuonal explanation (Specify}
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11 MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

88 1t proposed to deviate from the prowvisions of 21 CFR 1040 11{¢) in that the accessible emission level would exceed the
1 accessible emission imits specified in 21 CFR 1040.11(c).

] 1t1s proposed to deviate from the provision of 21 CFR 1040 11{c) as follows:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

@ Laser hght shows and dtsplazs are accepted popular media in entertainment and the arts. Use of power levels in excess
of the limits imposed by 21 CFR 1040 11{c) s necessary to achieve the required effects in these media

[ Other or additional advantages (describe and explain).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO 8E PROVIDED (Check as many boxes as appl)v. in item 14 “Remarks, " justify any
boxes not checked, using additional sheets as necessary. State any other means of radiation protection that will be used.)

a @ Alllaser products, systems, shows, and projectors will be cartifred to comply with 21 CFR 1040.10 and the conditions of this vanance and will
be reported as required by 21 CFR 1002.10 and 1002 12 using the reporting guides provided for such purpose. These actions will be
accomphished prior to any imtroduction into commerce

b Effects not specifically indicated n this variance application will not be performed. No other effects wiill be added untit an amendment to
the vaniance has been obtained and the required reports or supplements, as applicable, have been submitted.

¢ 8 Scanning, projection, or reflection of laser and coltateral radiation (Light show radiation) mto audience or other accessibie uncontrolied
areas will not be permitted except for diffuse reflections produced by the atmosphere, added atmospheric scattering media, and target
screens

d B8 Laser radiation levels in excess of the hmuts of Class | will not be permitted at any point less than 3 0 meters above any surface upon which
persons other than operators, performers, or employees are permitted to stand or 2.5 meters below or in lateral separation from any place
where such persons are permitted to be. Operators, performers, and employees will not be required or allowed 1o view radiation above the
hmits of Class 1 or be exposed to radiation above the limits specified in 21 CFR 1040.11(c}

e. @8 Any product which relies on scanning to meet access, exposure, or product class imits will incorporate a scanning safeguard system which
directly senses scanner motion and which will react fast enough to preclude exceeding the applicable hmit

f. @8 All taser ight shows shall be under the direct and personal control of trained, competent operator(s). The operator(s) will:
{1) immediately terminate the emission of hight show radiation in the event of any unsafe condition;
(2) Be located where all beam paths can be directly observed at all times; and
{3) Be an employee of the variance halder who will be responsible for the training and the conduct of the operator

g @ The maximum laser projector output power will not exceed the level required to obtain the intended effects.

h. @ The projection system (i.e., the projector and all ather components used to produce the iightinf effects} will be securely mounted or
immobdized to prevent unintended movement or misalignment Beam masking will be provided as an inherent part of the system design to
prevent overfilling of screens, beam stops, targets, etc.

1. @ Laser projectors wiil not be delivered to any other party under an agreement of sale, lease, or lpan unless and unti the recipient
demonstrates that they have a vanance in effect at the time of delivery that permits them to produce laser hight shows incorporating such
projector(s}

5. @ Inaddition to the requirements of 21 CFR 1040 10(h), the manufacturer of laser projectorsisystems will provide to parties who purchase,
lease, or borrow the equipment, adequate users’ instructions for sate installation and operation which explain the responsibility of the
recipient as an independent hght show manufacturer to submst the required reports and apply for and obtain a variance from CORH prior to
introduction into commerce of any laser hght shows

k @ The requirements of 21 CFR 1002 30(a)(1) and {2} wii be accomphshed through the use of written procedures for setup, alignment, testing,
and performance of each show These procedures will be in sufficient detatl to ensure compliance with 21 CFR 1040 10, the conditions of this
variance, and the control of access 1o radiation areas using the procedures described in the ANSIZ136 1 standard for the safe use of lasers
(American National Standards institute, 1430 Broadway, New York, NY 10018) or any other equivalent user consensus standard and, where
applicable, state or local requirements Laser rachation areas which can contan radiation levels above the imits specified in 21 CFR
1040 11{c) will be clearly identified by the posting of warning signs and/or restricting access through physical means (such as pressure
switches, photo celis, barriers, guards, etc.). These requirements apply to temporary areas (such as during set up and alignment procedures)
and to final ar permanent areas The variance holder will retain the records of these procedures and the results of all tests as required by 21
CER 1002 31 A copy of the variance application, the approval letter, current procedures, and records relating to each particular show will be
with the operator or other responsible individual and wili be made available for inspection by FDA and other responsible authorities

FORM FDA 3147 (5/90) PAGE 2 OF 4 PAGES




| @ Advance written notification will be made as early as posside 10 appropriate feaeral, state, and jocal authonties prowding show inerary with
dates and locations dearly and completety idennbed, ang a bas« description of the proposed effects maduding a statement of tne maamum
power output itended Such notthcanons will be made, but not necessandy be hmited, (o

(1) The Center for Devices and Radiologial Health, Office of Complance and Survaddlance (MFZ 3123, 1390 Prccard Drive, Rockwille, D 20850,
prowvding the imitial and closing dates for fived instatlations and the winerary for mobite shows 0 addition, unless alt aspects of each show
have been reported and accesston numbers cearly referenced, gach notice will inglude detaded descriptions of each show and a listing of
all effects to be performed i sufficient deta wo confirm comphante with the regelatons and this vanance

{2} The Federal Aviat.gn Administratian (FAAJ fOr any projechions into Open awspde at any ume (i @, mchuding set up, alignment, rehearsals,
performances, eic ). if the FAA objects to any laser effecis, the objechons will be resolved and any conditions requested by FAA will be
adhered 1o 1F these condiions cannot be met, the nbjectionable etfects will be defered from the show ’

{3} State and local radiation conwral officevagenties for alt shows w be performed wiihun thew wrsditions Al requirements of state and
: igcal law will be satsfied and any objecuons rased by loal authorties will be restived or tne effecis deteted (A list of federal and state
) offices is avadable from the Center for Dewices and Radivlogical Health upon request )

A
§14 REMARKS

CERTIFICATION

CEERTEY that aft of the above rformation and statements are e, (Complete ang (O fedt tu 1 best of my knowledge and sk nowiedge
AL My varance apphtalon may be genied Or My vanante Mmay be revoked 1f this anultator < tound o be false, misteading, O IMCGTeLt 1
atiy Mmasonar way | have sebmitied and wiil submit ail report reguaed by 21 CFR 1002 10 ard 1002 12 on the laser equipment and show{s} !
further understang t1at | Mdy be required Dy reguiation o1 by the Drretor, Center tor Devaes and Radic'ogira® Health, o sulply such other
nfu mabor as may be necessary 1o eveluate and acr On this apphitatiun

15 S:GRNATURE D16 NAME (Type or Print] %
H
i
i

B YL s Benji Ramsey
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PBublic reporting burden for this cotlection of information 1s estimated to average .S hours per response, including the time fo
reviewing instructions, searching existing data sources, gathering and maintaiming the data needed, and completing an
reviewing the collection of information. Send COMMENTS regarding this burden estimate or any other aspect of this collectiol
of information, including suggestions for reducing this burden, to:

Reports Clearance Officer, PHS and to: Office of Management and Budget
Hubert H. Humphrey Building, Room 721-8 Paperwork Reduction Project (0910-0025)
200 independence Avenue, S.W. Washington, DC 20503

Washington, DC 20201

Attn: PRA

Please DO NOT RETURN this application to either of these addresses.
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